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Sponsor Contec Medical Systems Co., Ltd Establishment Registration Number: 3006979678

No. 24, Huanghe West Road, Economic & Technical Development Zone

Qinhuangdao, Hebei, 066004, China

Correspondent Ms. Diana Hong / Mr. Lee Fu

Shanghai Mid-Link Business Consulting Co., Ltd

Suite 51D, No. 19, Lane 999, Zhongshan Road (S-2), Shanghai, 200030, China

Proposed Device Dynamic ECG Systems, TLC5000

Classification Electrocardiograph, ambulatory, with analysis algorithm; MLO; 810.2800; Class tI

Intended Use Dynamic EGG System, TLC5000, is intended to continuously acquire ambulatory ECG data for up to

twelve leads. It can record the ECG data for at most twenty four hours. The EGG data obtained will be

stored in the recorder first and then download to PC for analysis, reviewing and printing by a trained

physician in health facilities.

Device Description Dynamic EGG System, TLC5000, mainly consists of two parts; a recorder, analysis softwvare and

accessories. The recorder is designed to acquire, display and record ECG signals from patient body

surface by EGG electrodes. After been amplified, filtered and analyzed, the ECG signals waveforms, as

well as the patient information will be displayed and stored in the memory of the recorder. The

information stored can be downloaded to PC; the ECG signal then can be analyzed by the analysis

software. The analysis results are only used as advisory basis. The accessories contain disposable

electrodes, cables, USB connecting line.

Testing The following tests were performed to evaluate the safety and effectiveness of the proposed devices:

> Electrical Safety Test per lEG 60601-l:1988+AI: 1991+A2:1995;

" EMC Test per lEG 60601-1-2:2001+A 1:2004;

" Performance Test Report per lEG 60601-2-47:2001;

" Biocompatihility'Test per ISO 10993 series standards:

" Automatic analysis function verification per AAMI EC 57.

The test results complied with FDA recognized standards and be evaluated to determine it was

acceptable, therefore, safety and effectiveness were demonstrated substantially equivalent (SE) to the

predicate device.

Predicate Device Matrix Holler System, K05 1730

SE Conclusion The proposed device, Dynamic ECG System, TLC5000 is substantially equivalent (SE) to the predicate

device, Matrix Holter System, K05 1730.
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Re: 1K101273
Trade/Device Name: Dynamic EGG Systems, TLCSOOO
Regulation Number: 21 CER 870.2800
Reg-ulation Name: Medical Mlagnetic Tape Recorder
ReguLlatory Class: Class 11 (two)
ProdctLC Code: MvLO
Dated: September 15, 2011
Received: September 16, 2011

Dear Ms. l-lonc:

We have reviewed y'our Section 510(k) premarket notiflication of intent to market the device
referenced above and have determined the device is suibstantially equivalent (For the indications
for Use stated in the enIclosure-) to leg(ally mnarketed predlicate devices marketed in inter-state
commerce prior to M/ay 28, 1 976, the enactment date of the Mvedical Device Amendments, or to
devices that have been reclassified in accordance wvith the provisions of the Federal Food, Drug'
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PN4A).
YOU may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manul[acturi ng practice, labeli ng, and prohibitions against misbranding and
adLrteration.

If you-r deVice is classified (see above) into either class If (Special Controls) or class III (PN'A), it
may be subject to additional controls. Existing major1 reglations affecting \Your device can be
found in the Code of Fedleral Regulations, Title 21 Parts 800 to 898. In) addition. FDA may
puLb i Sh furrther announcementIs co1Inn n o Lir devi ce in the Federal Regi ster.

Please be advised that FDA's issu-ance of a substantial equivalence determination does not mean
that FDA has made a determination that Yourr device complies xvi th other reqtrirements of the Act
or any Federal statutes and r-egulations administered by other Federal agencies. YOU muLst
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comiiply witih all thre Act's requ.Iirments, i ncIud ing. but no0t Ii iited to: cc(i straw on and li stinrg (21
CFIR Part 807); labeling (2 1 CUR Part 801); medical device reporting, (reporting ofniedreal
device-related adverse events) (2 1 CU R 803); good manufIactuing il"practice reILlIireits as Set
forth inl the qul it)' sy'steni)s (QS8) regu Iaticii (2 1 C FR Part 820); mid iF applicable, the electronic

prodcIIt radiation control provisions (Sections 53 1-542 of'thie Act); 2 1 CER 1000- 1050.

If youl desire specific advice for your device oii our labeling- rglaticii (21t CUR Part 80 1), please

gpo to hIttI://wv\v\.fdla.Lo v/AbouitFD/\/Ceiite-s~fficcs/CDRIG\I/C I[-10 fflceS/Icni 15 809.11iii For1
tire Ceinter for Devices arid Radiological Health's (CDR[Ils) Office of Cciipliance. Also, please
iiote the regulation entitled, Mf/ is brandingic by' referenice to P imi ke 1111flea tion n(2 I C FR Plart
807.97). For questions regoarding thre reporting of adverse events underCI the /I DR\ regtrlati on (21
CFR PartL 803)., please go to
littp://\vwvw. fda.L),/M\/eclicallDeVieeS/Safe'tV/FRepoltaProb)Ill/ClefauIllt.lhtnii for the C DRl-I s 0fVice
Of Surveillance and Biometrics/Division of Postniarket SUrVeil laiice.

YOU may obtain other general infornrationil Non y u responsibilIi ties undler the Act From the
[Division of'Smrall M/anufacturers, International anld Coni)stimer Assistance at its toll-liceC number
(800) 638-2041 or (301) 796-7100 or at its Internet address
lhttp://\vw\N. fda. gov/N\ ecdica-l Devices/ReSOLurceSf'Or ouI/IIICIuStrV/CIefaLt.1it1ii.

-rd~ in I). Zinkermian. Nel. I).

Divisioni ofCardiovascular Devices
Office of' Device Evaluiation
Center for Devices and
Radiological HeIalth

Enlosure
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Exhibit HI Idication for Use Statement

5 10(k) Number: K 10 1273

Device Name: Dynamic ECG System TLC5000

Indication for Use:

Dynamic ECG System, TLCSOOO, is intended to continuously acquire ambulatory ECO data for up to twelve leads.
It can record the ECG data for at most twenty four hours. The ECO data obtained will be stored in the recorder first
and then download to PC for analysis, reviewing and printing by a trained physician in health facilities.

Prescription Use ___X__AD/R___Th-outr s
(Part 21 CER 801 Subpart D) AND2O Over-The-Counte rt Q __

(PLEASE DO NOT WRITE BELOW TIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRN. Office of Device Evaluation (ODE)
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